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(a) The term ‘‘maximum 30-day aver-
age’’ shall mean the maximum average
of daily values for 30 consecutive days.

(b) The term ‘‘cyanide destruction
unit’’ shall mean a treatment system
designed specifically to remove cya-
nide.

§ 439.2 Monitoring requirements.
Unless otherwise noted, self-monitor-

ing will be conducted at the final efflu-
ent discharge point.

Subpart A—Fermentation Products
Subcategory

§ 439.10 Applicability; description of
the fermentation products sub-
category.

The provisions of this subpart are ap-
plicable to discharges resulting from
the manufacture of pharmaceuticals by
fermentation.

§ 439.11 Specialized definitions.
For the purpose of this subpart:
(a) Except as provided below, the gen-

eral definitions, abbreviations, and
methods of analysis set forth in 40 CFR
part 401 and § 439.01 shall apply to this
subpart.

(b) The term ‘‘product’’ shall mean
pharmaceutical products derived from
fermentation processes.

§ 439.12 Effluent limitations represent-
ing the degree of effluent reduction
attainable by the application of the
best practicable control technology
currently available (BPT).

Except as provided in 40 CFR 125.30
through 125.32, any existing point
source subject to this subpart must
achieve the following effluent limita-
tions representing the degree of efflu-
ent reduction attainable by the appli-
cation of the best practicable control
technology currently available (BPT).

(a) The following limitations estab-
lish the quantity or quality of pollut-
ants or pollutant properties, controlled
by this paragraph, which may be dis-
charged by a fermentation products
plant from a point source subject to
the provisions of this paragraph after
application of the best practicable con-
trol technology currently available:

(1) The allowable effluent discharge
limitation for the daily average mass

of BOD5 in any calendar month shall be
expressed in mass per unit time and
shall specifically reflect not less than
90% reduction in the long term daily
average raw waste content of BOD5
multiplied by a variability factor of 3.0.

(2) The allowable effluent discharge
limitation for the daily average mass
of COD in any calendar month shall be
expressed in mass per unit time and
shall specifically reflect not less than
74 percent reduction in the long term
daily average raw waste content of
COD multiplied by a variability factor
of 2.2.

(3) The long term daily average raw
waste load for the pollutants BOD5 and
COD is defined as the average daily
mass of each pollutant discharged in
the influent to the wastewater treat-
ment system over a 12 consecutive
month period within the most recent 36
months, which shall include the great-
est production effort.

(4) To assure equity in regulating dis-
charges from the point sources covered
by this subpart of the point source cat-
egory, calculation of raw waste loads of
BOD5 and COD for the purpose of deter-
mining NPDES permit limitations (i.e.,
the base numbers to which the percent
reductions are applied) shall exclude
any waste load associated with sepa-
rable mycelia and solvents in those raw
waste loads, except that residual
amounts of mycelia and solvents re-
maining after the practice of recovery
and/or separate disposal or reuse may
be included in the calculation of the
raw waste loads. These practices of re-
moval, disposal, or reuse include phys-
ical separation and removal of sepa-
rable mycelia, recovery of solvents
from waste streams, incineration of
concentrated solvent waste streams
(including tar still bottoms), and broth
concentration for disposal other than
to the treatment system. This regula-
tion does not prohibit inclusion of such
waste in the raw waste loads in fact,
nor does it mandate any specific prac-
tice, but rather describes the rationale
for determining the permit conditions.
These limits may be achieved by any of
several or a combination thereof of
programs and practices.

(5) The pH shall be within the range
of 6.0–9.0 standard units.
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